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VERSED” . .~ 

idazolam HCI) 
JNJECTION -J 

Abbott proprietary logo replaces Roche proprietary logo. 

pbbott insert states MIDAZOLAM HYDROCHLORIDE INJECTION ADD-Vantage@ Vials PRESERVATIVE-FREE; Roche 
insert states VERSED (Midazolam HCI) INJECTION. PRESERVATIVE-FREE is induded as the Abbott product contains 
no preservative system. ADD-Vantage@ Vials is the presentation type for this application. 

3 3 VERSED in the Roche insert has been replaced with midazolam hydrochloride on the Abbott insert. 
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ABEXX-T- -- a. - . 

cl 1 VERSED in the Roche..insert has be&n repkced with Midazolam hydrochloride on 
the Abbott ins& : 

Roche states and 0.01% edetate disodium, wifh 1% benzyi alcohol as preservative; 
statement is not induded in the Abbott insert as the p’mduct is not prese’wed. 

. . 

Roche irise!? states the pH is adjusted to approximately 3 with hydrochloride acid; 
. Abbott inset-t s&k the pM is 3 (2.5 - 3.5) and is adjustedwith hydrochloric acid. 

Roche if’is+xt states rnofecuiar weighf as 362.25, Abbott insert states 362.24. 

. 
Roche insert states empirical, Abbott insert states chemical. . 

. 

infomJation sPecifil to the ADD-Vantage system is added to the Abbott insert. 
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0 1 VERSED in the Roche insert has been replaced with’Midazolam hydrochloride on 
thG Abbott insert. - 

VERSED in the Roche insert has been replaced with midazolam on the,Abbott insert. 
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VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. 

VERSED in the Roche insert has been replaced with midazolam on the Abb@t insert 
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Phamleadml ‘ac(cr 
illlid++n’s aativbv is primarily due t&the parent drug. Biminatian of lhe permdNg rakes pla&via hapatic metabaJls,a ofrru’daurlam to hydrDxylatad 
~efeOobtW that are conjugated and excratsd in Ma urine. six single-dose pham!aeoWneC studjm inv&aq haam adub $aid phamactiinetic 
ParameQm fof mbhdam in the fallawing yg.sJ: valuma of disnibutian (Vdl, 1.0 to PI I./kg: elimination haif-Mb, 18 to q.4 h~un tmaan approximatab 
3 hour& ml ciaaCU!aa (Cfl. 0.8 t! OS4 @r@g. In a paratlai group study, Umra was na difference in the clearanca ;n subjects administsrad 0 15 mg/kq 
b=4l and 0.3 w/kg @A I\! dasas mdrcabng knaaf kinsriu The claaranca was succassive$raducad by apprmimaiely 3% at doses atO. &kg &4j 
and 0.5 mg/kq It!=51 mdicaang non-linear kinatics in this dose ranga 
A&vptiaz Sha absoium bioavaiiabiii of the intramuscular mute was graatnr than ~II% in a cross-aver study in which healthy tubiecn I~=IJJ wm 

admm~starad a 7.5 mg iV or IM doaa.?Ia mean paak cancentration U&J and time to paak 1T& foilowing tfie IM da.sa was 90 humE/mi (20% CV) and 
0.5 hr (so% CV). & !a.r tba I-hydrw meiabolite f&wing the ii’4 dose was 8 ngM. (T,,,u’lD hrj. 

,Fol+kg IM admmmtration. G, far midaxaiam and ‘ks 1-hydroxy mafabolite wara appmximataly one-halt at thasa achiivad sitar intravanaus 
mlactmh 

Roche insert states see Special Populations; Abbott insert states see CLINICAL 
PHARMACOtOGY, Special Populations for clarity. 

Roche insert states see Special Populations: Renal Failure; Abbott insert states see 
CLiNICAL PHARMACdLOGY, Special Populations: Renal Failure for clarity. 

I 
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In seriously iii noonatas. hwnw,tbs terminai aIimbtadon half-life of mid&am is subskndally prolonged k.9 to 12.3 homa) and the &.amnce radund 
(0.07 to g.)Z,~r/kgl compared to heahh{adulk or odder groups of pediatric patienklt cannm be determbmd if these differencea are due m age, immature 
organ funcuon or metabolic pathway, onderiying illness or debifq. 
Qbese: In a study wqmieg nonnab (n=ZOl and obaaa patiank (n=ZO) If18 mean haif-liie wee graakr in the obese group (9.9 ve 9.3 hral. This was due to 
an iyxysa of approaimakly 5D% in the Vd wrmckd for toki badyweight ‘Ihe clearerma was not signifbmndy different betomen gkupo 
Genatne h Wee parallel gtoup studlea, tbspharmacobinatioo of midazalam adminiscmed N or IM vaca compared in yoong {mean age 99, ~53) and 
healthy elder& subiock (mean age 73.1~53). Plasma half-Iii wee approxbnataly twu-fdd higher in ka elderly. The mean Vd baaed on total bodvweigfrt 
muroaeed consistandy betvveen 13% to 100% in the aidarty. The mean Cl decreased appmimakly 23% in tha elderly in hea m&s and was similar +JJ 
mar d the ymutget petienk in the other. 
Cangeerive Heat?Fai/urez In pat&k suffadng from congasrive heart faibue, there appearad to ha a tka-fold increase in the oliminadon half-Gfa, a 25% 
deoroepe in me plasma tiaaranoe and a 40% iflCIQaS8 in tha vob~me of dlrobotfon of midazaiaa 
HepaOc Insuflcianqr Midarolam phannacokinetica ware studied after an IV single dose (0.015 mg/bg) wart administered to 7 patienk with biopsy pmven 
alcohp!m cirrhoabr and 8 comrol patienk. The mean half-iife of midazobm increased LWold in the alcohoiic paifenk. Clearancewee raduced hy 50% and 
tie Vd mcraasad bv ?Jl%. In another akdv in 7.1 mals palienk with oirrfkaia.v&thout a&toe and titb normal kidney function aa determined hy creatinioa 
ctearanea. no changes in the pharmacoldnetioa of midazolem or I-hydmq-mfdazolam wara nbaatvad when compared m healthy individuals 
RarmlFailure:Patienk with rsnal impairment may have ionger elimination half-iii for mbfaaalam and ik mokbditas which may result in slowar recovery. 

Midamlam and I-hydrrmy-midaaolam phannacobinetiaa in 6 ICU patienk who d&loped acuk renai kilure (A#) were compared with a normat ranal 
.jmction control group. Midazolem wessdminieterad as an i&don {S te 15 mgj?rr). Midazalem clearance waa rsducad 11.9 ve 3.3 mUmin/kg) and the 
half-life waa prolonged 17.9 va 13 hr) in ffis ARF patients. The renal clerranoa of the I-hydrox+midaaolam glucoronide was prolonged in the ARF gro.op 
14 we t36 mUmin) andthe half-tiiawaa prolonged (12 hrva >93 hrj. Plaema levela accumuiated inaJlA3Ppatiankk abouttentbnesthataftha parent dNg. 
The raiarionshif between accumulating makbolik lavek and pmlenged sedation ia undear. 

In a skdv of chmnic renal faibaa patiank (n=lSl reoeiving a singho IV do+ ma.ro-+e aO%folj increase intbe otaaranca sod vo+me~otrIi~arribution 
but the half-life @5mainad unchanged. Wekboiii levels Gore not studied. 

-_. .-- __ 

Pfasara CancentrstionGi7ect ReOffonship: Concanmtim-effkct ralationships (after an IV dasa) have been damonmrated far e varieol of 
pharmacndvnamie measures lag, reaction time:aya movemen& sedation) and are aaaooiatad with nxknaive inkreubienvadabifii. log&tie ragrosoiun 
analysia of sedation scores and staadrstak plasma concentration indfcamd that at plasma concantratfom graatar than WI ng/ml. therewas at laaat a 
90% probabiiii Cat pationk would be sedakd, but respond to verbal commands laedatfon soore = 3). At 200 ng/mL there was at leasta !D% pmbabii . 
that patients ~uid be asleep. but respondto glaballarkp lsedatfon acore = 4). 
Dn?g Inkracaonf’for intonnation concerning pharmacobinatic droghrtemotioas w 

ROCHE 

VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 

Roche insert states see Special Populations: Renal Failure; Abbott insert states see 
CLINICAL PHARMACOLOGY, Special Popuiations: Renal Failure for cfar& 
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ly ~arraw dose range and in a ahan petied af time. lntrawmou also be used as a 
tmus tide and oxygen (bdancad anesthetial: 
intubatad and mechanically vantilated patiants as a component a 

ce of pa&d of campieta impairment of raeail fortha next several ha * CLIBICAL PHAiIMAcnl06Y1. 

em wide a known hypemen 
may be used in patieno: with 
withaut aye disease show 

t 

Roche insert states INDICATIONS; Abbott insert states INDICATIONS AND USAGE 
for clarity. 

0 2 Roche insert includes statement not intended fo.r intrathecal or epidurai 
administration due to benal alcohol. Statement removed from Abbott insert as 
Abbott product does not contain benzyl alcohol. 

Roche insert states Injectable VERSED; Abbott insert states Midazolam 
Hydrochloride Injection. 

@ VERSED in the Roche ins&-t has been replaced with midazolam on the Abbott insert. 

Q 
VERSED in the Roche insert has been replaced wifi Midazolam hy&ocfi\o&Je on 

the Abbott insert 
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signs sbauid continue to be monitored du 
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0 1 VERSED in the Roche insert has been replaced with midazolam on the Abbott inset-t. 

VERSED in the.Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. 



ROCHE 

VERSED in the Roche insert has been repiaced with Midazolam hydrochloride on 
the Abbott insert. 

Se&ion added for clarity in Abbott insert. 

: @ Statements &j&ding exposure to benzy! alcohol removed from Abbott We’ as 32 .? 
A hhnft nrnd~d does not contain hew -alcohol- n 7 ,.. ‘I 3, ,,,&,, ” .,, ,./, i,ll, ,., ,,, / ,_ ,,. ,‘, .,) ,.:,,: ,,._ 



‘n. hhti-d and POSAGE Afffl 

nt PBB URUG AEU 
foreseeable adverse effect& ,&Co 

,,,.u,s7*ru‘ic‘,,r 1 Y. .-.-.- __. .-- -.. 

ralbtien ,earwa~~o assure cafe aod;fffaor& oee of benzodiarepines, the followb$formaUon and instructf0o.s ebouhf be commooioated to tba 

pscialbf blond pressure medication and aedbfQdoe.io~fo$S 
beozodiazepines:tberefore. caution should be exercaed 

ROCHE 

0 1 VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. L 

-“x 

. 

VERSED in the Roche insert has been replaced with midazolam on the Abbott iilsert. 
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VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 

1. 

VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. 
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~rC&mmsi& ~gmlm&, Impairment of h?#tJlifyz CJrCiiwgenssis: lidaznlam maleata was ad!ninia?ered whb die$ in mica and rots for 2 years at 
dosaws of 1.3 and 80 mglk!$day. In temaia mica inthe highest doss group therewas a marxad insease in the incidenceof hepade mmors. In high-&we 
male rats there Was a smali but swdalcaliy signiticant increase in hen&n thyroid tollicular 4 tumors. Oosegea of 9 mg*g/day of midazolam m&ate 
125 dmes a humandose of 0.3 mgJkg1 do not increase the incidents oftumors. The pattmganesis of induction ofthese tumors is nm known. These mmors 
were found after chronic administration, whereas human use wiil ordinarily he at single or sew& doses. 
k@@msis Midaznlam did not have mutagenic activity in .Saknoneue typhimudum I hacteriai strains\, Chinese hammer !ung cells {Vrs), human 
+nphocytes or in the micrmmdaes tern in mica. 
Jm~ai~o~affarMJiyA mproduction studyin male and female tats did norshow any impairment of fetility at dosages up b 10 timaq the human IVdose 
of 0.35 mglkg. 
Ragnaruy: Teratogenic Ettectx Pregnancy catsgory 0 (see WARMNGS). 
9egmenf II teratology studies, pertonned with midazotam m&ate injectable in rabbits and rats at 5 and 10 times the human dose ti 035 mgjkg, did not 
show evalenc~ oftmatogenici~ 
Nonter~togemc Elfects: Sludies in rats showed no a&errs etfacrs on reproducitva paamsten during gaexadian and fation Dosages tested ware 
aprwnxmmmly 10 tunes the human dose of 03 mg/kg. 
bbaram+DoJ~ln humans, mmwurahte revels of midazofam vfwa found in malemal venous sefum umbiiical venous and arterial serum and amniotic 

ing intramuecular adminisPdtion of 0.95 msntg of zidazolam. both rhe venous and the umbilical 
al conoenaationa 

0 ,2 VERSED in the Roche insert has been replaced WithMidazolam hydrochloride on 
the Abbott insert. 

VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 
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Spac~fic dosing and monitoring guidelines for gad&h patienfs are pmvidsd ia the DGSAGE AND AGMINISTWTKJN section fur premeditated patients 

for ssdadonlanrio~amnesiafoilowing IV and IM administration. fur induction of ansrthesia foliowing IV adminfsuatian and for continuous infusion. 

or padmtrio sad&Ion appmpdat#to their situation. 
ad pqndadon. Severe hypotension and saimmshava 

pmcadurar 

ROWE . 

AN0 NliwlslRAnoN &ton for premedii patknts for sedation/ 
adminiinn and for conthnmus infusion. 

0 VERSED in the Roche insert has been replaced-with Midazolam hydrochloride on 
the Abbott insert. 

‘\ 

0 VERSED in the Roche insert has been replaced with midazoiam on the Abbott insert. 

Roche insert states IND-ICATIONS; Abbott insert states INDICATIONS AND USAGE 
for ciarity. 

R*che insert states doses of VERSED; Abbott insert states Midazolam, for 
readability. 

.46’ 
3b -> 
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AdrA&Rhe following addiionabadverse reac5ms were reported after imramuscular admir&&ou: 
headache (1.3X1 LawI $fery&i hb2irim srbp 

indu&ioRjU.!j%) 
rednes @.5%l 

nouwa 
vomirint 
cnughir., , .-._. 
‘wanedatfon” Its%) 
headaclla (1.5%) 
dmwineu (1.2%) 

ROCME 

VERSED in the Roche insert has been replaced with Midazolam hydrochloride on m 
the Abbott insert. 
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DRUG ABUSEANG DffENU&NCF 
Midazolom is subjectto Schsduls N ccntrol under tie Controlled Substancss Au of 197(1 

Mldomlam wat actively calf-adminiired ia primate madeb ussd m assesstfto posbfve r&forcfnq effects d $sychoectiva drugs. -’ 
Midozolam pmduced physical dependancs of a mild to mudarate intansi& in cynmnalg~~ mcnksys after 5 lo 10 vmsks of adminislratioh AvaiIahlsdal;l 

ccncaming U%I drug abuse and depandenca pcteniial of mf&~~ohun suggestthatits abuse pctemial is atlaoat equivalonttc rbatd dfszepam. 
Wtidrawal symptums, similar in charactor b those noted with bsrbburates and alcohd bxmvulskms, hrdludntions, tramor, abdominal ~&!pwd~ _~-_. ._ ..- 

cramps, vomlnq and sweating), have occumed foUowing’abrupt &month-w&on of benzcoiazaph~~~, including rakfazclam. Ahdaminal distentffn. nawea. 
vcmtdng, and tachywdia are pmminant symptoms of wiihdmwa( in infants She more sever8 sitbdrawal symptoms have usually been lindzed to fhosa 
patients who had m&ad excessive doss cvaf sn exmnded period of time Genaralty milderwithdrawal sympms (e.g., dysphcria and hvmmnio) hava 
bssn reported following abrupt dismntinuanca cf bonzodiazepincs taken tonthmousiy at therapeutic levels for savor4 mootim. Consequent&. afmr 
cxnmded therapy. abrupt diicuthwticn should generally be avoided and a gradual dosage tapatinq schedtde f&wed. There is no cansemsus in the 
medical literature regarding tape&g schedules; therefore. pmctitfrmsrs am adviiad to individualize therapy tc meet patient’s needs. In scme case 
report?. patients who have had sevwe withdrawal reactions duq to abnrpt discontinuation cf high-dcss long-term midazolam. have been wccenfully 
wean& off of midazdam czar a perind of swual days. 

ROCHE , 

0 VERSED in the Roche insert has been replaced with Midazolam hydrochioride on 
the Abbott insert. 

0 3 VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 

3 0 Section added for clarity in Abbott insert. 
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e 01 deprsaaing the CNS. and 
&I (se Boxsd WARNING and 

VERSED in the Roche insert has been replaced with Midazoiam hydrochloride on. 
the Abbotfins+?. 

VERSED in the Roche insert has been replaced with midazolam on the Abbott insert, 



: Lmmediata avaikibiiity of &uscitative drugs and age- arrdwta equipment and personnel trained in thair use and skilled in air%+ 
management should be assured (sac WARNINGSI. 
Psdiaticsfor deeply sadatad pediatric patianrs a dedicated individual, other Umn the practitioner psrfaning rhe pracsdure. shauld monitor the patient 
thraushoutthe pmeadura 

h@uanous aamms is nattioughttn be neesssmy for all pediatric padants sadatad for a diagnostic ortherapeutic pmcedura because in same casBs 
dla~dlfficulty of gaining IV scaass wrxkJ dafaat the parposa af smfating the chih!: rather. emphasis shoufd be $aca$ apmr hating the inUaWnoUs 
equwmsat available and a pracddmmr skillad in establishing vascular acaaas in psdwric patiams immediately avadabIa. 

a 

1” 

0 1 VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. 

\ 
@VERSED in the Roche insert has been replaced with midazoiam on the Abbott insert. 

Roche insert states VERSED; Abbott insert states MidazoIam Hydrochloride 
Injection. 
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~NTRAMUSCUUJU.Y 

For p~lXlpWatlVl3 sedation/ 
anxiolysis/amnesia (inductinn af 
alaepinass or drow&eas and relief 
of apprehensian and tn impair 
marnon/ of perioperadva events). 

dad premedication dose o 
of 60 years is 0.0’1 to 0.08 

individualized and m&cad 
ary diseasa. Mar higher risk 

NTRAVENOUSLY 

Onset is Mhin 15 minules, Peaking at 30 to W m=n be administered cnacnmitantly with atropioa 
suulfata or scopolamine hydro&bxide and radused doses of namotios 

recommended. ‘For bmnchosssopic 
proc*durey* the “= o, Rarcurjc ..___ 2 .____.._.. -- ..-..-- .---.- - -.-- 1 - ^.----.---- -------------- -- ---- 
PremadicattOn is reeommanded. 

. 

. ROCHE 

ll.mLAoauaasG 

J 

15 minutes. pealdog at 30 to 60 mb&s. It oan bs administered concomitantly witb atropine sulfate or 
e!mpolambletiydmchblddeNuiNGlr?.ddawaatnarmts. 

.._- -I_ -: . .‘L 

OVERSfD in the Roche insert has been replaced kith Midazoiam hydrochloride on 
the Abbott insert. 

@ 
VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 

‘i 
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1. He&y Ad& Belawtiadge of GlirTrca stowlv a the de&ad effsn. e.g. the initiation of duned speech. 

sadstion/anxiolysis/amna~ for 
Soma patients mav respond to as iittla as 1 mg. No morethan 2.5 mg should be given over a period of etfeast 

procedures to facilitate siowar 
2 minutes Wait an additional 2 or mora minatas to fally evelaata tie sedative effaa. If forthertib-ation is 

iniectioa Eoth the 1 mg/ml. and me 
naeassary, continue to titrate, using smaii increments. to the sppmpdata level sl sedation. Wait an additloaal 

5 mglmL fonmdadooa may be diluted 
2 or more ninatee after each incrament ta fully evaluate tba sedativa eifatx A total doss gfaaterthan 5 mg is 

with US sodium chloride or 5% 
not usually nacaasary tn reach the desired endpoinr, 

deztroseinwetac 

Write sl&Iy totha desired effect, ag.. lha Miatio~of slunad spaacb Some patients may respoad ta as lie 
as 1 mg. No more than 1.5 mg should be given over a period of no less than 2 minutoe. Wet an additionsi 2 or 
mom mioates to fully evaluate the sedative sffect If addaional tittation is neeessaty, it should be givan et a 
mm of no more than 1 mg over a pa&d of 2 minutas. waiting an additional 2 OI more maottas each tbna m fuily 
evaluate the sedative effect Tbtai doses greater than 3.6 mg ars not ueaeily nacessary. 

.,_.. ., ,._ ..__. -...-- - - .----.---- -.. --- ____ -- ._.--. x_- ----- -- 

ROCHE 

@ VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert 

0 L VERSED in the Roche insert has been replaced with midazolam on the Abbott insert. 



Prmndjured PabznfsWhm tie patient has received sadativs or narcotic przmedicatian, pmdmdarfy narcotic 
premedmtion, the mnga of reeummended doses is IJ.E to 03 m&g. 
In awage aduh below the ags of 55 years, a dose of O.Zi m&kg, administered over Zl m 30 seconds and 
allowing 2 @auter far 5ffea. v&l uaeelly sdke. 
llm initial doss af IUmg/kg is recllmmsnded far good risk (nsA 1 a I!) ~rgical paiiams overtfis age of 55 yean. 
in some pmian~wbh sevem aystemle dbeesa m debiiii~ as little aa Q15 mgkg may Ylffica 

ROCHE 

0 \ VERSED in th.e Roche insert has been replaced with Midazoiam hydrochloride on 

2 the Abbott insert. 

VERSD in fi@,Rod~e insert has been replaced with midazoiam on the Abbott insert. 

: 
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mnmd0ur sdmldmirm. but 
aa opiaid analgesic. Addition of a 
infwion rate. 

0 J VERSED in the Rocfie insert has been replaced with Midazolam hydrochloride on 
y tbq Abbott insert. 

0 2 VERSED in the Roche insert has been replaced With midazolam on the Abbott insert 

. 
@ Rock insert states MONITORING subsection of DOSAGE AND ADMINISTRATION; 

Abbott insert states DOSAGE AND ADMINISTRATION, MONITORING. 
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llcslvJtivencq 
Respanda readilyta same 
spakan in nnrmd tone 
LsLargic raaaansata nama 
spoken in nor&l mna 
Raaponds only after name is 
called laud@ and/or repeatedly 
Responds aab aftar mild 
pmddiag artialdnq 

O~SERVM’S ASS5SSMEN-r ‘.lFAl.EGTNESSiSEDATTON {OAA/S) , 
Assessmem cateqories 

Slce_ch Facia(ml Ers camuasitc Scrrn 
narmal normal claar, no ptcsis 5 Mertl 

mY slowing 
or UMaaing 

miid relaxation glazed or mild pi& 4 

siwricq or 
Iless than half the eve) 

prominent slowing 
markad reiaxadon glazed and marked ptaaia 3 

Lslack isw) 
few recognizable 

olti die eye or mom) 

words 2 
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lNTRAl.4USCULAAlY 

intravenous cadmter far titration of 
additianal medication. 

wn7AvwousLY BY 
I~FFTENT lNSCTlON USUAL PU~A~IC OasE INON-NHINATAU 
far ssdaiirm/anxi+sis/amnesia prior 
to and during procedures or prior to 

recognkad that tie depth 
e to be 

anssthssia. 
pwismmd. Far exa 

i 
--.- ROCHE 

0 VERSED in the Roche insert has been replaced with Midazoiam hydrochloride on 
the Abbott insert. - 

@ VERSED in the Robe insert has been replaced with midazolam on the Abbott insert. 
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1. Psdiam’cpatjentsless~n6momfrsdag~~~edinfo~atian is available in non-intubatad pediatric piniams 
!WS ,&an 6 monrhs of age. It is uncertain whtln dm patianttransfan fram nennatal physiology to pediatric 
phygm~agy, ttterafcue ttm da&g rswmmandatimmars undear. Pediatric patian Iessttmn6manths af age are 
psmcufarly vulnerable to airway obstructIon and hypovrmdIation, therefare titratfon with small inuamenm tn 
CSniEal effect and csreful mcnitming ara essential 

2 Ptvhrfk pfhts 6nrmih~ to 5 years of aea’hdtlal dust OM to a.1 mg/kg. A totaihnso up tn 0.6 mg& may be 
necessav to reach tha desired endpoint hut usually dw not excaad 6 mg. Prolonged s&tin and risk of 
hypwdlatimt may ha aasociatad with the higher dws. 

3. PdiabiepatientrGm IZyearsofag~lnbial dose O.Wtago5 mg/kg;total dose uptn(lilmqfkgmayheneeded 
ta r-each tba desired endpoint but usually does not exceed IO’ ng. Prolonged sad&xi and risk d 
hypmrwdtatton may be associated with the higherdws. 

fagexhould be dosed as ad&. Pmlanged sedation may be associated with 
rangs will require higher than recamvendad adult doses but the mtai 

in patients premedicsted witi opioid u 
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VERSED in’the Roche insert has been replaced with midazq!am on the Abbott insert. 
. . . . . . 

_ 
VERSED in the Roche insert has been replaced with Midazalam hydrochloride on 
the Abbott insert’ 
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VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. , 

VERSED in the Roche insert has been replaced with midazolam on the Abbott insxt . 
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CONTINUOUS 
INTRAvtuOlJS INFUSION 
For sedation in critical care settings. 

USUAL NEDNATAL DOSE h. 

ROCHE 

VERSED in the Roche insert has been replaced with Midazolam hydrochloride on 
the Abbott insert. 

VERSED in the koche insert has been repiaced with midazoiam on the Abbott insert. 

+ - ‘3 

0 3 
Statemknts regarding exposure to benzyl alcohol removed from Abbott insert as 
Abbott p+luct does not contain benzyi alcohol. 



-. - . 
INmucnuNs ma USE 
To Us0 %I in ADILVoatane RecdbIa Dllnmt thtoinar _ . 
To Opmc 
Pael ave!wrap at comer and remove snhni~n ~nntain~. Sama opacity of the plestic due DO mois&m’ah@on during the 
starilii~on pmcess may be observed. This is norrr~akmddoes nm affectthe aoiutinn quaky or safety. fro ap&&@lf diminish 
graduaify. 
To Assemkle viai and flexible Difuent Container: 
We AsapficTechaiqna) 

I. Remove the protective covers fmm the tip of tha vial and the vial portnn tie diluaot comainar aa fopo~. 
a. To remove tha breakaway viai cap. .S$ng the Pull dng OW tin top Of the vial and pull dovvo far eoough & s(art the 

opening (SE FIGURE 1.1, then poll stmrght UP m remove the cap. ISEE GGUGE 2) NOTEr 00 not arxsss vfai with syringe. 

2 

NGTfz Onca viel is seatad. do notattamptto remove. (SEEFlGUREA) I ’ 
3. Reabeck the vial ro assuri that R is tight by trying to mm it furiher in tba direction of assembly. 
4. Labal appmpdatsiy. r 

f Kg.1 m-2 
h.Tam~~~wethaviai portcwer, graspthetab anthe pUll ring, piill upto broakthetie membrane, then pull badto remove 

the nmmr. WE AGURE 3.1 
Scmwthe vial into the vial port until twill go no hnthaz THE VIAI. MUST BE SCREWED IN TlGtlTWTO ASSUGG A SEAL 
This acorns appmxbnately 112 turn (1SW) after the flrkt audibla click (SEE GGUGE 4J The &king sound does not assure 
a seahthe vial most be turned aa far as itwill go. 

3 -* Fig.4 

1. $me the bottom of tha &rent container gentry to inflate the portion of ?he containarsurrounding the end d the dmg 

Z Withe other hand, push the drug vial down into the containertelescoping the walls oftha container. Grasp the inner cap 
of the vial Uuaoghtha walk of the cnntamer. (SEE FIGURE il 

3. Pahthe inner cap from the drug vial. (SEE RGURE 3J Verifythat$e rubber stopper has baen pulled out. allowing the drug 
and diluantto mix. 

4 Mixcontainar contents thoroughly and use within the specified rima. 

m-5 %.6 
P~p!dletiell*Adtifo~ 
Woo Aoqtio Todmiqaa) 

1. Cwdirm#e accivatian and adr&tura of vial contaots. 
2 
3. 

Chasi for iealrs by aqueezinq container fRmiy. ‘if leeks are fkmd. diaeanl unit aa atadllty may be impaired. 
Ck!? flOW Curltrot ciamp of administration Sat. 

4. 
5 

Remove cover from whet port at bottum of container. 
h%srt piaroirrg pin of administration set into part with a tWistfog m~timr &I the pin is finoiy seated NtlTk See full direc- 
tinns an administration set carmu. 

6. LiRtbe free end ofthe honqar loop on the battam’ of the vial. breaking tie Iwo tie strings. Bend the @p autward k lack R 

7. 
in the upright postion, then suqrend container from h9eE 
Squeeta and reiaase drip chamberto establish pmperfhdd kvet in chamb8c 

8. Open ffwa contra1 clamp and clear air from set Close damp. 
3. Attach sat to venipuncture device. If device is not indwelling, prima and maim venipunciure. 
lg. Regulate rate of administradon with tlmv commi clamp. 

WARNING: PO notusa flesihis coetaiqan in series co~ectienr t a 

. Q information -specific to the ADD-Vantage system is added to fie Abbott insert- 5d 



_-_. w*,. 

_~. ---___ ..-  ̂
..,__ “.^- ._-,-. 1-,.. 

, 

i. 
-. 

ABf3OTT 6 
-. - . 

. .- 

-.- _.__ ,. t. - -- 
!‘dW?R CmlIiguraiionr containing midazoiam hydmchlodde equivslentm 5 nq midamtam/mk 

lktaiaeroanaipti~ KU Yaiulua 

RAO6111 -KMw. kriy, 1999 Prbttad ifl USA 
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Abbott fOn7-M fm how Supplied section replaces Roche’s format. Abbott utilizes list 
numbers; Roche utilizes NDC numbers. 

Roche insert states store at 59” to 86°F (15” to 30°C); Abbott insert states store at 
15” to 30°C (59” to 86°F). 

Abbott name and address replaces Roche name and address. _. 

‘. 51 . 


